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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on June 
12, 2006 has been entered. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-16, 18-23 and 26-29 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description requirement. The claims contain subject 
matter that was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor, at the time the application was 
filed, had possession of the claimed invention. Applicant does not disclose that the 
posterior threads extend for at least two revolutions on the posterior cylindrical portion. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1-4, 6-11, 13-19, 21-23, 26 and 28 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Nolan (US 6,117,174). 

Nolan discloses a spinal implant or "interbody spacer device" 2 including: an 
anterior conical portion; a posterior cylindrical portion joined to the conical portion at the 
converged end of the conical portion; and an engaging member or disc or "end cap 
member" or "stabilizing structure" 14' (Figs. 6a, 1 1, 12, 17 and 18, col. 1, lines 66-67, 
col. 2, lines 1-47, col. 4, lines 7-56, col. 5, lines 12-35 and col. 7, lines 1 1-22). 

Claims 24, 25, 27 and 29 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Shapiro et al. (US 6,436,139). 

Shapiro et al. disclose a threaded interbody spacer 10 with opposite lateral 
concave surfaces and a helical thread wherein spacer 10 tapers from a smaller 
diameter at the insertion end to a larger diameter at the opposite end, thus having a 
"substantially funnel-shaped side profile" (Figs. 1 , 7 and 18, col. 3, lines 26-67 and cols. 
4-8). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-3, 8-10, 15-18, 23, 26 and 28 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Zdeblick et al. (US 5,669,909). 

Zdeblick et al. disclose an interbody fusion device including an anterior conical 
portion, a posterior cylindrical portion joined to the anterior conical portion at the 
converged end of the conical portion and partial thread members extending radially 
outward from the conical and cylindrical portions (Figs. 3, 8A and 14(d), col. 5, lines 41-. 
59 and col. 12, lines 21-34). See marked up Fig. 3 from Zdeblick et al. on the following 
page. 



Application/Control Number: 10/666,074 Page 4 

Art Unit: 3733 



n $ italic ' " 

Viz \ . ^rT 

\ 



27 ^« Y\ 
19 :Q 

Zdeblick et al. disclose all elements of the claimed invention except for anterior 
threads extending outwardly from the anterior conical portion for at least two revolutions 
and posterior threads extending outwardly from the posterior surface for at least two 
revolutions. 

At the time the invention was made, it would have been a matter of obvious 
design choice to a person of ordinary skill in the art to provide anterior and posterior 
threads extending for at least two revolutions because Applicant has not disclosed that 
providing at least two revolutions of anterior and posterior threads provides an 
advantage, is used for a particular purpose, or solves a stated problem. It would have 
been prima facie obvious to modify Zdeblick et al. to obtain the invention specified in 
claims 1,9, 16, 26 and 28 because such a modification would have been considered a 
mere design consideration which fails to patentably distinguish over the prior art of 
Zdeblick et al. 



Claims 4-7, 11-14 and 19-22 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Zdeblick et al. (US 5,669,909) in view of Foley et al. (US 6,576,017). 

Zdeblick et al. disclose all elements of the claimed invention except for an end 
cap member or a stabilizing structure secured to the implant. 

Foley et al. teach a ligament or "end cap member" or "stabilizing structure" that 
extends laterally from opposite sides of an implant and is secured to adjacent bony 
structures to resist expulsion of the implant from the intervertebral disc space (Fig. 5, 
col. 1, lines 57-61 and col. 3, lines 18-39). 
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It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have provided a stabilizing structure or end cap member, as 
taught by Foley et al., to secure the Zdeblick et al. implant to adjacent bony structures, 
to prevent expulsion of the implant of the combination of Zdeblick et al. and Foley et al. 
from intervertebral space. 

Response to Arguments 

Applicant's arguments submitted under "REMARKS" in the response filed on 
June 12, 2006 have been fully considered and are not persuasive for the following 
reasons. 

Regarding claims 1-4, 6-11, 13-19, 21-23, 26 and 29, Nolan discloses an 
embodiment in which spacer device 2 is externally threaded (Fig. 18). 

Regarding claims 24, 25, 27 and 29, Shapiro et al. disclose a spacer having a 
truncated substantially funnel-shaped side profile (Fig. 1 , 7 and 8). It is the Examiner's 
position that the Shapiro et al. spacer has shape that resembles a funnel in that it has a 
conical shape and has a hole at the apex (Source: The American Heritage® Dictionary 
of the English Language: Fourth Edition. 2000). During examination, claims must be 
interpreted as broadly as their terms reasonably allow. This means that the words of 
the claim must be given their plain meaning unless applicant has provided a clear 
definition in the specification. In re Zletz, 13 USPQ2d 1320, 1322 (Fed. Cir. 1989). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anu Ramana whose telephone number is (571 ) 272- 
4718. The examiner can normally be reached Monday through Friday between 8:00 am 
to 5:00 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached at (571) 272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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